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DETAILED ACTION 

1. A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 
CFR 1 .17(e), was filed in this application after final rejection. Since this application is eligible 
for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 .17(e) has been 
timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 CFR 
1.1 14. Applicant's submission filed on February 24, 2010 has been considered. 

Status of the Application 

2. The action is in response to the RCE filed on February 24, 2010. Currently claims 5-16 are 
pending under examination. Claims 3, 20-25 are cancelled. Claim 1-2, 4, 17-19, 26-41 were 
previously withdrawn from further consideration pursuant to 37 CFR 1 .142(b) as being drawn to 
a nonelected Group. All arguments were fully considered and thoroughly reviewed and deemed 
persuasive. 

Information Disclosure Statement 

3. The Information Disclosure Statement filed on February 24, 2010 has been considered. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 

Claims 5-8, 10-12 are rejected under 35 U.S.C. 102(b) as being anticipated by Ratge et al. 
(J Clin Virol, Vol. 24, pp. 161-172, April 2002). 
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Ratge et al. teach a method of claim 5, 10, for nucleic acid (RNA) detection comprising 
the steps of nucleic acid isolation of infectious agent, nucleic acid amplification of the pathogen 
and performing on the pathogenic nucleic acid of the infectious agent real time PCR (see page 
163, section 2.1-2.3.2, page 164, col. 1 and 2 section 2.4, page 165, Fig.l). 

With regard to claim 6, Ratge et al. teach that the nucleic acid amplification comprises 
PCR (see page 164, col. 1, paragraph 1-2 under section 2.4). 

With regard to claim 7, Ratge et al. teach that said real time PCR uses fluorescently 
labeled probes (see page 164, col. 2, paragraph 1). 

With regard to claim 8, Ratge et al. teach that the nucleic acid is cDNA (see page 164, 
col. 1, paragraph 1-2 under section 2.4). 

With regard to claim 11, Ratge et al. teach that the method further comprises obtaining 
RNA from the biological sample and converting the RNA to cDNA using reverse transcriptase 
(see page 164, col. 1, paragraph 1-2 under section 2.4). 

With regard to claim 12, Ratge et al. teach that the steps amplification and real time PCR 
uses primers (see page 164, col. 1, paragraph 1-2 under section 2.4, col. 2, paragraph 1). 

Accordingly the claims are anticipated. 
Response to Arguments: 

5. With regard to the rejection of claims 5-6, 8-16 under 35 USC 102(e) as being anticipated by 
Peiris et al. (US 7,375,202) (hereafter Peiris I), Applicants' arguments were fully considered and 
found unpersuasive. Applicants argue that Peiris I does not teach pre-amplification prior to RT- 
PCR or real-time PCR. The arguments were found unpersuasive. First, the claims as presented 
do not recite pre-amplification, nor requires the PCR product from the first round PCR for 
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performing real-time PCR, because the claims recite 'amplifying the nucleic acid of the 
infectious agent and performing real time PCR on the nucleic acid of the pathogenic agent, 
which clearly indicate two separate PCR reactions that do not require the use of amplified 
nucleic acid from the first round PCR to perform real-time PCR. Second, Peiris I does teach two 
separate PCR reactions (RT-PCR and a real-time PCR) using the nucleic acid of the pathogenic 
agent. Third, the broader scope of the claims do not exclude amplification by RT-PCR and a 
second real-time PCR using the nucleic acid of the pathogenic agent. Accordingly the rejection is 
maintained. 

6. With regard to the rejection of claims 5-16 under 35 USC 102(e) as being anticipated by Peiris 
et al. (US 7,267,942) (hereafter Peiris II), Applicants' arguments were fully considered and 
found unpersuasive. Applicants argue that Peiris II does not teach pre-amplification prior to RT- 
PCR or real-time PCR. The arguments were found unpersuasive. The claims as presented do not 
recite pre-amplification, nor requires the PCR product from the first round PCR for performing 
real-time PCR, because the claims recite 'amplifying the nucleic acid of the infectious agent and 
performing real time PCR on the nucleic acid of the pathogenic agent, which clearly indicate two 
separate PCR reactions that do not require the use of amplified nucleic acid from the first round 
PCR to perform real-time PCR. Second, Peiris II does teach two separate PCR reactions (RT- 
PCR and a real-time PCR) using the nucleic acid of the pathogenic agent. Third, the broader 
scope of the claims do not exclude amplification by RT-PCR and a second real-time PCR using 
the nucleic acid of the pathogenic agent. Accordingly the rejection is maintained. 

Conclusion 

No claims are allowable. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Suryaprabha Chunduru whose telephone number is 571-272-0783. The 
examiner can normally be reached on 8.30A.M. - 4.30P.M, Mon - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Suryaprabha Chunduru/ 

Primary Examiner, Art Unit 1637 



